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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1, 5, 6, 12, 13, 15, 17-20, 59 and 60 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Nobuyoshi et al. (5,250,069) in view of Ehr et al. 
(6,398,709). Regarding claim 1 , Nobuyoshi et al. disclose a catheter comprising a 
catheter shaft (1) having an inflation balloon (3) having proximal and distal waist 
portions, proximal and distal cone portions, and a main body portion (see figure 1). The 
catheter has a catheter tip (the portion of tube 1 that extends beneath the balloon and 
distal of the balloon) having a guidewire lumen (4). However, Nobuyoshi et al. fail to 
disclose first and second recessed portions on the catheter tip. Attention is drawn to 
Ehr et al., who teach the concept of having proximal and distal recessed regions (50 
and 50') on an intraluminal medical device (see figure 16) that surround a central shaft 
portion (124) to provide increased flexibility to the device (see column 4, lines 33-36). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to have created recessed regions bordering a central shaft 
portion on the catheter tip of Nobuyoshi et al. in the manner taught by Ehr et al. to 
increase the flexibility of the tip at the points where the shaft is recessed. 
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3. Ehr et al. disclose the central shaft portion (1 24) has the same diameter as the 
proximal and distal portions of the shaft on the opposite sides of the recessed portions 
(see column 6, lines 14-16). One having ordinary skill in the art would have recognized 
the recessed portions could be oriented beneath the conical portions (see paragraph 23 
below for evidence to support this assertion). 

4. Regarding claim 5, the catheter distal tip of Nobuyoshi et al. is radiused (see 
figure 1). 

5. Regarding claim 6, one having ordinary skill in the art would have recognized the 
recessed portions could be oriented beneath the conical portions. 

6. Regarding claims 12 and 13, Nobuyoshi et al. disclosed a spring stiffener (13). 

7. Regarding claim 1 5, the tip has first and second regions, where the second 
region (i.e. at the location of the stiffener, see figure 1) is less flexible than the first 
region (i.e. at the location of the recessed portions). 

8. Regarding claim 1 7, the catheter further includes an outer catheter shaft (2) with 
the balloon proximal waist portion coupled to said outer shaft (see figure 1). 

9. Regarding claims 1 8-20, it has been held that even though product-by-process 
claims are limited by and defined by the process, determination of patentability is based 
on the product itself. The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process. In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 
966 (Fed. Cir. 1985). 
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1 0. Regarding claim 59, the second region (as set forth with respect to claim 1 5) has 
stiffening fibers that are polypropylene (see column 7, lines 1-5). 

1 1 . Regarding claim 60, the balloon main body portion is cylindrical (see figure 1 ). 

1 2. Claims 2-4, 7-10 and 14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nobuyoshi et al. (5,250,069) in view of Ehr et al. (6,398,709) as 
applied to claim 1 above, and further in view of Fulton (6,074,374). The 
combination of Nobuyoshi et al. and Ehr et al. fails to disclose a marker or hub disposed 
beneath the balloon. Attention is drawn to Fulton, who teaches a marker or hub (69) is 
disposed beneath the balloon to allow the balloon to be place in the body in the correct 
place (centered at the treatment site) using well-known visualization techniques. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to include the marker hub of Fulton on the shaft beneath the 
balloon of the combination of Nobuyoshi et al. and Ehr et al. to allow the correct 
placement of the catheter and balloon at the treatment site. 

13. Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nobuyoshi et al. (5,250,069) in view of Ehr et al. (6,398,709) and Fulton (6,074,374) 
as applied to claim 9 above, and further in view of Follmer et al. (5,728,065). The 
combination of Nobuyoshi et al., Ehr et al., and Fulton fails to disclose a marker 
disposed flush with the outer surface of the catheter tip. Attention is drawn to Follmer et 
al., who teach a radiopaque marker (124) insert molded flush with the tip (see figure 2) 
to create a tip that has a low profile and can be imaged because the marker does not 
project radially outwardly from the tip. Therefore, it would have been obvious to one of 
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ordinary skill in the art at the time the invention was made to insert mold flush the 
marker of Follmer et al. with the tip of the combination of Nobuyoshi et al., Ehr et al., 
and Fulton to create a tip that has a low profile yet can be located and guided using 
conventional imaging techniques. 

14. Claims 16 and 58 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Fulton (6,074,374) in view of Nobuyoshi et al. (5,250,069). Fulton discloses a 
catheter comprising a catheter shaft (61), a balloon (64), and a catheter tip having a 
recessed portion (67) oriented beneath the balloon. The tip further includes a proximal 
end (at the left side of figure 3), a distal end (71), a main shaft portion (61), and a distal 
shaft portion (at 65 in figure 3). The catheter has a first region (the recessed portion) 
that is more flexible than the second region (the main shaft portion proximal of the 
recessed portion) because of the reduced size. However, Fulton fails to disclose 
entrained stiffening fibers that are polypropylene or polyolefin. Attention is drawn to 
Nobuyoshi et al., who teach entrained stiffening fibers (13, see figure 1) of 
polypropylene (see column 7, lines 1-5) to stiffen the catheter. Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to have included entrained stiffening fibers in the second region of the shaft of Fulton in 
the manner taught by Nobuyoshi et al. to provide stiffness to the second region. 

1 5. Regarding claim 58, the tip has first and second recessed portions (i.e. the 
portions proximal and distal of the marker). 
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1 6. Claims 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Nobuyoshi et al. (5,250,069) in view of Ehr et al. (6,398,709) as applied to 
claim 1 above, and further in view of Imran et al. (5,766,203). The combination of 
Nobuyoshi et al. and Ehr et al. fails to disclose the catheter is a stent delivery catheter. 
Attention is drawn to Imran et al., who teach a balloon catheter can be used to deliver a 
stent (figure 8C) to provide permanent support to a weakened vessel. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to use the catheter of the combination of Nobuyoshi et al. and Ehr et al. as a stent 
delivery catheter, as taught by Imran et al., to deliver a stent to provide permanent 
support to a weakened vessel. 

1 7. Regarding claim 23, the stent of Imran et al. is an inflation expandable stent (see 
column 8, lines 36-41). 

18. Regarding claim 24, the Imran et al. stent is self-expanding (column 8, line 56). 

1 9. Claims 25 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Nobuyoshi et al. (5,250,069) in view of Ehr et al. (6,398,709) as applied to 
claim 1 above, and further in view of Hamilton et al. (6,514,228). The combination 
of Nobuyoshi et al. and Ehr et al. fails to disclose the catheter tip is shaped like a 
triangle. Attention is drawn to Hamilton et al., who teach an inner catheter tip may have 
a triangular cross section if desired. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to shape the tip of the 
combination of Nobuyoshi et al. and Ehr et al. in a triangular shape, as taught by 
Hamilton et al., as an obvious alternative to the circular catheter shape. 
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Response to Arguments 

20. Applicant's arguments filed 1 0/1 2/201 0 have been fully considered but they are 
not persuasive. 

21 . Applicant argues with respect to the combination of Nobuyoshi et al. and Ehr et 
al. that one having ordinary skill in the art would not have modified the catheter tip of 
Nobuyoshi et al. based on the teachings of the guidewire of Ehr et al. However, 
Examiner contends that since the catheter tip of Nobuyoshi et al. and the guidewire of 
Ehr et al. are tubular structures, a skilled artisan would have recognized the advantages 
(namely, increased flexibility of the tubular shaft at the location of the recessed regions) 
of including recessed portions in the Nobuyoshi et al. catheter tip. 

22. Applicant argues with respect to the combination of Fulton and Nobuyoshi et al. 
that the new claim limitations are not disclosed. However, Examiner notes that 
applicant has not provided any specific structure required for the newly claimed 
"coupling" between the catheter shaft distal end and the catheter tip proximal end. The 
claims only require the "coupling" to be placed somewhere proximal to the balloon. 
Therefore, some arbitrarily defined location proximal to the balloons of the prior art can 
be considered the location of the coupling. In the combination, Nobuyoshi et al. are 
relied upon for the showing of the entrained stiffening fibers. Those fibers extend 
beneath the proximal waist portion of the balloon (see figure 1 of Nobuyoshi et al.). 
Since the shaft structure directly beneath the proximal waist portion of the balloon is 
considered to be part of the second region as outlined above, the claim limitations are 
met (namely, the stiffening fibers located distal to the coupling). 
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Conclusion 

23. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Examiner notes here that Brisken et al. (2001/0051784) shows at 
figure 9 the idea that recessed regions (which are capable of acting as balloon storage 
portions) can be disposed below the proximal and distal cone portions of a balloon. 
This is evidence to support Examiners position above at paragraph 3. 

24. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

25. A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

26. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RYAN J. SEVERSON whose telephone number is 
(571)272-3142. The examiner can normally be reached on Monday - Friday 8:30-5:00. 

27. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
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number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

28. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ryan J Severson/ 
Examiner, Art Unit 3731 
12/16/10 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



